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GENERAL INFORMAFION: 

a. ANADA Number: ’ 

b. SPONSOR: 

” 
. 

200-3 19 

Phoenix Scientific, Inc. 
3915 South 48’h Street Terrace 
St. Joseph, MO 64503 

I- Drug Labeler Code: 059130 

c. Established Name: Acepromazine Maleate Injection 

d. Proprietary Name: Acepromazine Maleate Injection 

e. Dosage Form: Injection (solution) 

f. How Supplied: ’ 50 mL glass bottles 

g. How Dispensed: R 

h. Amount of Active Ingredients: 10 mg acepromazine maleate/mL 

i. Route of Administratic@: Intravenous, Intramuscular, or Subcutaneous 
Injection 

j. Species: Canine, Feline and Equine 

k. Labeled Dosage: 
The dosage should be individualized,” 
depending upon the degree of tranquilization 
required. As a general rule, the dosage 
requirement in mg/lb of body weight 
decreases as the weight of the animal 
increases. Acepromazine Maleate Injection 
may be given intravenously, intramuscularly 
or subcutaneously. The following schedule 
may be used as a guide to IV, IM or‘SC 
injections: 
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Dogs: 0.25-0.5 mg/lb of body weight 
Cats: 0.5-l mg/lb of body weight 
Horses: 2-4 mg/l OOlb of body weight 
IV doses should be administered slowly, and a 
period of at least 15 minutes should be allowed for 
the drug to take full effect. 

1. Pharmacological Category: Anesthetic 

m. Indications For Use: i Dogs and Cats: Acepromazine Maleate Injection 
can be used as an aid in controlling intractable 
animals during examination, treatment, grooming, 
x-ray and minor surgical procedures; to alleviate 
itching as a result of skin irritation; as an antiemetic 
to control vomiting associated‘ with motion sickness. 

Acepromazine Maleate Injection is particularly 
useful as a preanesthetic agent (1) to enhance and 
prolong the effects of barbiturates, thus reducing the 
requirements for general anesthesia; (2) as an 
adjunct to surgery under local anesthesia. 

Horses: Acepromazine Maleate Injection can be 
used as an aid in controlling fractious animals 
during examination, treatment, loading and 
transportation. Particularly useful when used in 
conjunction with local anesthesia for firing, 
castration, neurectomy, removal of skin tumors, 
ocular surgery and applying casts. 

n. Pioneer Product PromAce’ Injectable NADA 015-030 
(Fort Dodge Animal Health, Inc.) 



/  t  

TARGET ANIMAL SAFETY and DRXJG EFFECTIVIENESS’ 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended 
by the Generic Animal’Drug and Patent Term Restoration Act, (53 FR 50460, 
December 15, 1988, Fir$t GADPTRA PoliCy Letter) an Abbreviated New Animal 
Drug Application (ANADA) may be submitted for a ‘generic version of an 
approved new animal drug (pioneer product). New target animal safety data, drug 
effectiveness data, and human food safety data (other than tissue residue dataj are 
not required for approval of an ANADA. 

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent 
to the pioneer, which has been shown to be safe and effective. If bioequivalence 
is demonstrated through a clinical end-point study, then a tissue residue study to 
establish the withdrawal time for the generic produit is also- required. Par certain 
dosage forms, the agency will grant a waiver-from the requirement of conducting 
an in vivo bioequivalence study (55 FR 24645, June 18; i990; Fifth GADPTRA 
Policy Letter, Bioequivaience Guideline; ‘October 200@. ’ 

Based upon the formulation characteristics of the generic product, Phoenix 
Scientific, Inc. was granted a waiver from conducting an in vivo bioequivalence 
study for Acepromazine ‘Maleate Injection on October 20, 1997 (JINAD 0 1 O-1 8 1 
ROOOO). The generic and pioneer products contain the same active and inactive 
ingredients in the same concentrations. 

2. 

3. 

4. 

HUMAN SAFETY: 

None required as Acepromazine Maleate Injection is labeled for use in dogs, cats, 
and horses. The labeling also contains the statement, ‘Warning: Not for use in 
animals intended for food”. 

Human Safety Relative to Possession, Haridling and Administration: 
Labeling contains adequate caution/warning statements. 

AGENCY CONCLUSIONS: 

This Abbreviated New Animal Drug Application (ANADA) f&d under section 
5 12(b)(2) of the Federal Food, Drug, ‘and ‘Cosmetic (l?iFiIi%) “A&t ‘s*ati&es~%e ~ ~ 
requirements of section ,5 12(n) of the act and demonstrates that Acepromazine 
Maleate Injection, when used under its proposed conditions of use, is safe and 
effective for the labeled indications. 
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5. Attachments: 

1. Generic Labeling: F&simile package labeling for generic product, 50 ml bottle, 
and package insert. ’ 

.\ _/ 

2. Pioneer Labeling: Bdttle Label, Package Insert, Printed Chipboard 
_‘ . ., 



Acepromazins IlO-P-(dimethyl- 
amino) propyll phsnothiazin-2-y!- 
methyl ketone], Maleats 10 mg. 
sodium citrete 0.36%. citric acid 
0.075%. bsnzyl alcohol 1% and 
wsterfarinjsction, USP, qs. 

63!%37 BS. 11-61 

For intravenous, Intramuscular or Subcutaneous 
Injection. 

READ PACKAGE IMSERT. 

USftAb O~SA~~ Dogs - 0.25 mg up to 0.5 mg/lb of 
body weight. Cats - 0.5 mg up to 1 mg/lb of body 
weight. Horaos - 2 mg up to 4 mg/lOO Ibs of body 
weight. 

: Each mL of sterile 
aqueous solution contains: 

Acepromazine [IO-[3-(d.imethyl- 
amino) propyl] phenothiazin-2-yl- 
.methyl ,ketone], -Mateate~ 10 mg, 
sodium -citrate 0.36%, citric acid 
0.075%, bentyl atcohol 1%‘ and 
water fo,r ivjection,$JSP, qs; 

NDC 59130-708-I 1 

NET CONTENTS: 50 mL ___ 

Store at controlled room temperature between WC 
and WC (Wand @CF). 

TAKE TIME OBSERVE L&EEL 
DIRECTIONS 

600097 Iss. 1 l-01 
Lot No. 

Manufactured by 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

L 
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ACEPROMAZINE MALEATE 
INJECTION 

tloraes: Aceprmvhw Maleate InjecTion can be used as an aid in controlling 
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lOCal anesthesia In~firinn rxtr.tinn neurectomy, remo,,al of 
g casts. skin tumors. ocular surgery and applyin 

CllNTRAlNilli3¶Tll-lMI --.... ......I.““,1-,.Y 
Phenothlazines may potentiate theloxicity of or&nophos- 

“I..“.“. l” ll”L “or “Yllll )J,“La,,a 

phates and the activity of pro&e hydrochloride. Therefore, do 
not use PROMACF larenmmarinn maleate, USP) to control 

hydrochibride. il -- WARNING 

-- \--- r.“...” -11,” ,,, 
tremors assoclaled with oroanic nho& 

Not for use in animals intended foi food. 

e- r .--,.tate poisoning. Do not use 
m coniunction with organophosphorus vermrfuges or ectopara- 
siticides. includino flea rnllars nn nnf II~0 ~h,i+l. -.---i-” 

NADA 15-030. Approved by FDA 
NADA 32-702. Approved by FDA 

P”lmrnll ’ 

PRECAUTIONS 
Tranquilizers are potent central nervous system depressants 

and they can cause marked seda$n with suppression of the 
sympathetic nervous system. T __^.. li . . . . 

Y”“ll”l” 

Federal law restricts this drop to use bv or on the order of 2 
licensed veterinarian. , _ _ -. ” 

IJESCRlPTlOfi 
PROh!AcE (acepromazine maleate. USP), a potent neuroleptic 

agent with a iOw order of toxicity, is of particular value $n the tran- 
quilization of dogs, cat: and horses. It< rapid action and lack of 
hypnotic effect are idded advantages. Acc@ding toIaker,’ the scope 
of oossibie aooiicatinns fnr it 

lrolonged depression or motor rest- 

‘iQ mmr)oUnd m veterinary practice 
ke practitioner. “_ 1 I 

..- 
sitive animals. 

a..w,l ... w..VuuSiVe amOUnts or when given to sen- 

Tranquiliz--m 
depressants , 

aoe, nypovo 
derivatives i , 
with caution in animal 

.~ ._ -. ...” “_ ,,,, 
1s dnly limited by the imagination of tt 

CHEMISTRY' 
Acepromazine IlO-[3-(dimethylamino) propy” 

yl-methyl ketone1 Maleate. LJSP hasihe fnllnwh I 
ture: 

i, pnenormazm-2. 
.” ^L ̂ _.._ I, ~. 

Epineohrine iS contraindicated fnr troa:mement of acute hypoten- 
sioo Produced by phenothiazine-derivatib ie tranquilizers since fur- 
ther depression of blood pIeSsure can occur. Other pressor 

Hypotension can occur after raoid iniravpnnu9 iniorfinn P~IIC. 
mg cardiovascular coliap& 

.--” . . . . “I ..1,1 yLI” 

amines, such as norepinephrine or phenylephrine, are the drugs 
of choice. 

ro oorSeS, Para@% Of the retractor penis muscle has been 
associated with the use of phenothiazine-derivative tranquilizers. 

. 

Such CaseS have occurred following lhe use of PROMACE. This 

. ..._..,,.- “,.,“,,~ 

risk should be dulv conaitierprl nrinr +n thn dministration of PROMACE 
. . _..__ strateb). When given 

the dosage Should be carefully limited io the minimum nece& 

ble to differentiate between revnrsihlP n, 
for the desired effecf At thP time nf +rgnnoifization, it is not oossi. 

ACTIONS ' 
PROMACE has a depressant effect on the central 

tern and, therefore, causes sedation mtiscular .^ 
nervous sys- 

I^....._^ _-> 

- .:otrusion’of the pems (a 
normal Clinical Sign of’n%coSis) and the irreversible paralysrs of 
the retractor muscle The ~11~0 nf thir: qfde reaction has not been ~. . ----1 I, .,.,” ” 
determined. It has been postulated that I ;uch paiaiysis may occur 
when a tranquilizer is used in coniunctioi n with testosterone (or in 
staliions\. 

Accidental intracarobd injection in hnrC@c ran ntnrlllr. P~~n;n,~ 

feduction in spontaneous activity. If dcts rallLulY. rnrl L,,,g d 

IN”IL4II”NS 
prompt and pronounced calming effect. 

. ..^ .^ .-. - .- 
.^.. “^_I _..I ~I.. 

1 
1 .-I,. Dogs and Cats: P~UMHW mlecraoie ano laolers can be used 

as an aid in controlling intractable anim& during examination, 
treatment. grooming, x-ray and I nmor surgical procedures: to . ., alleviate itching as a result of skin rrrrrarron; a! j an antiemetic to 
control vomiting associated with motion sickness 

PROMACE Injectable is oarticula’rlv useful a s a preanesthetic 
agent (1) to enhance and drolong the effe& of oarolrorates. tnus 
reducina the reouirements for oeneral ‘anxfhesia; (2) as an 
aduxt io surgery under local anesthesia. 
Horses: PROMACE Injectable can be used as ap *id i- ^--+-l/i-- 

rjl” I/, b”IIII”IIIII~ 

fractious animals during examination, tieafrx II,,,. Iyyy,,,y “,,” ib”, ,n,rlinn .nrl 
VansPOrtatfOn. Particularly useful when used in conjunction with 

_._._ IX., ll.“-“l” “.l,,i”Y, 
signs ranging from disorikntaiion to convulsive seizures and 
death. 

CAllTlnN -. .- _. 

A few rare but serious occurrences of irfio~vnrmti~ _.., ._._.,” reactions to 
Acepromazine may occtlr in dogs following oral or parenteral 
administration. These potentially serious adverse reactions 



include behavioral disorders in dogs such as aggression, 
biting/chewing and nervousness. 

ADMINISTRATION AND DOSAGE 
The dosage should be individualized, dependifig u{on the 

degree of tranquilization required. As a general rule; the dosages 
requirement in mg/lb of body weight decreases as (he weight of 
the animal increases. 

PROMACE laceoromazine maleate iniecticn! USP) 
. . Injectable ’ ’ 1 

efieC!s Were encoun!er.@ Hematologic studies and u;in’alysis 
gave Values within normal limits. Another group of four dogs, 
@van gradually increasing oral doses up to a level of 2zO’mgkg 
daily and reaching a total daily dose of 2.2 g per dog, shbwad 
some Signs of Pulmonary edema and hyperemia of the i?temal 
organs, but no animal died. 

When administered intr~mt~ccularly, PROIMACE jacepromaiirje ...” ..- _ 
ma@te, USP) causes a brief SI ?nsatiOn~Of~stiI?ging tomparable 
with that ohsmr~d l”,if, ..,.,. .,._. ----, ._” ..,., I other ph, enothiazine tranquilizers. 

Cl lwr.“, llY,Y ..,‘e..T” 
iway oe grven omavenously. mrramuscularly or subcuianeous- --....-..- I...,. 

ly The following schedule may be used as a guide td:lV, !M or SC Controlled clinical studies in the United States and Canada 

mjections have demonstrated the effectiveness and safety of PROMACE as a 

Dogs: 0.25-0.5 mgiib of body weight 
tranquilizer 

Cats: 0.5-l mg/lb of body weight 
Good to excellent results were reported’.%5 in dogs, cats and 

Horses: 2-4 mg/lOO lb of body weight 
horses given PROMA~E Injedab‘le Ibr rest&t auiing examinatian, 
trealmnnf and minnr 911mcrv and Inr preanesthetic sedation. In 

IV doses should be administered slowly, and a beriod of at 
least 15 minutes should be allowed for the drug to take lull effect. 

dogs, the drug r;pb;tedi~“;;elps”c,lrol convijlsib’+associated 
with djrbmnm 

PROMACE faceoromarine maleate. USPl In both dogs and cats, good to excellent results were obtained4 
when PROMACE Tablets were used’to %iitrol nBrvot&&~ejtces- 
sive vochiizafion, nddr;jtic and excfaitabt6 GBhaiiior, v’dr?Kg’asso- 
ciated with motion cickness, coughing and itching caused by 
dermatitis. 

In horses, Baumana had good results using the drug as an aid 
im ,C” en”lr^l ^I “-i^‘..l ^^^^I^ _1 .^ I_ __I.. 

Cats: 0.5-l mQ/lb of body weight. Dosage may be-repeated as 
requred. 

.._. -..--. .-- 
Other practitioners7,* found the’drug u<eful as a piean&hetic’ ” 

sedative for nervous or aggressive horses, but it haa to be admin- 
istered while the animals were quiet and noi in an etcited sfaie. In 
a triala on more than 200 horses with a wide \;aiie~y&%jr~ers, 
PnnhnAc~ IniertahlP nrnv~rl +n ho hnfh nffectiva and safe. .._.... .__ . .._ “.-“,_ ~.-.“- .” “- --.,,” 
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Each orange tablet contains 10 rng of PROMACE anp is available 
in bottles bi 100 and 500. 

Each yellow tablet contains 25 mg of PROMACE and is available 

O,“J” *I -.“I,,I”II1;” l”“lll Lc,llparrt”le 

86°F). 
TOXICOLOGY 

Acute and chronic toxicity studies have shown a very low order 

,l”““. 8, 113Y. 
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PromAce” 
Injectable 
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ACEPR&lAZlNE MALEATE. 
INJECTION, USP 

A Stefile‘SokG 
Intravenous. lntrtimuscula 

nfor 
lr or 

SubcutaSeous Injection 

Multiple Dose Vial 

Equivalent to 10 mg/mL 
Acepr6rr%ziiie’Mai&de,~ LISP 

-- -I 
30 i!lL. 

8991 
91479 

,0202F 

8991 
0202F 

CAUTION: Fe&rdl%w ~esfrikt~ tfiia 

Fort Dodge Animal Health 
drug @‘use by or on the ordei‘of a 
licensed veterinariqt. . 

Fort Dodge, lo$a‘ 56561 USA NADA 15-036, Approved by FDA 
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